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helically wound about a central axis (31) to define a tubular shape (30). Adjacent bends (8) in the helix are interconnected with a 
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SP1RAJ, STENT 
BACKGROUND OF THE INVENTION 

This invention relates generally to self - expanding 
endovascular stents for use in preventing restenosis of 
5 passageways and ducts in the body, to repair aneurysms 
percutaneously, and also for dilating recurring stenosis 
immediately after attempts with ballooning. 

This invention represents an improvement in the 
self-expanding stents described and shown in U.S. Patent No. 
10 4,580,568 to Gianturco. Conventional stents of this type 
include a wire formed in a closed zigzag configuration that 
includes an endless series of straight sections joined by 
bends. A conventional zigzag stent is resiliently 
compressible into a small diameter such that the straight 
15 sections are arranged side by side and closely adjacent one 
another for insertion into a passageway. The stent is 
resiliently self-expandable into a larger second diameter 
wherein the straight sections press against the walls of the 
passageway to maintain it open. Although conventional zigzag 
20 stents have proven quite useful in many situations, their 

performance characteristics tend to decrease as the length of 
the stent increases. 

Self-expanding stents are normally evaluated with respect 
to four performance characteristics: the radially outward 
25 expansile force that the stent exerts on the vascular wail; 
the small diameter to which the stent is capable of being 
compressed for the insertion proceduie; the ability of the 
stent to adapt to curved passageways in the patient's body; 
and the stability of the stent in not migrating from its 
30 originally implanted position within the patient. 

Conventional zigzag stents must normally be made 
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relatively short because the straight wire sections prevent 
the stent from readily adapting to curves in the passageway 
of a patient. Furthermore, the expansile force of 
conventional zigzag stents generally decreases with the 
length of the stent. One solution to these drawbacks has 
been to modify the conventional zigzag stent by connecting a 
plurality of shorter stents end on end to create one longer 
zigzag stent assembly. Although these modified zigzag stents 
represent an improvement over conventional zigzag stents for 
certain applications, there exists a need for an elongated 
self-expanding stent that includes the advantages of both 
conventional and modified zigzag stents but which has 
improved performance characteristics over both. 

The present invention also represents an improvement over 
15 the self -expanding spiral stents described in U.S. Patent No. 
5,019,090 to Pinchuk. Pinchuk teaches the production of an 
elongated zigzag pattern by spirally wrapping a wire about an 
oblong mandrel, removing the mandrel, and then flattening the 
spiral to produce an elongated zigzag band. The elongated 
20 zigzag band is then spirally wrapped around a cylindrical 
mandrel to produce the stent. One drawback to the Pinchuk 
design, however, is that all of the elongate members that 
make up the zigzag pattern have equal lengths. The result 
being that a bisector of the angle defined by each pair of 
25 elongated members is not parallel to the central axis of the 
finished stent. This causes the stent to undesirably distort 
in shape when radially compressed for the implantation 
procedure. What is needed is a spiral zigzag stent in which 
a bisector of each pair of elongated members is parallel to 
the central axis of the finished stent. Such a stent cannot 
be produced by the method for making stents taught by Pinchuk. 



30 



V 
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SUMMARY OF THE INVENTION 

The preferred embodiment of the present invention 
includes a wire bent into an elongated zigzag pattern having 
a plurality of substantially straight wire sections 
5 separating a plurality of bends. The elongated zigzag 

pattern is helically wound about a central axis to define a 
tubular shape such that a majority of the plurality of bends 
are disposed in a helix. Means are provided for 
interconnecting adjacent bends of the helix. The stent has 

10 the capability of being radially compressed into a 

small-diameter shape such that the straight wire sections and 
the bends are tightly packed around the central axis of the 
tubular shape. The stent will resiliently self expand to 
assume the tubular shape when released from the compressed 

15 state. 

One object of the present invention is to provide an 
elongated self-expanding stent having substantially uniform 
expansile force along the length of the stent. 

Another object of the present invention is to provide a 
20 self-expanding stent which may be compressed into a small 
diameter for improved percutaneous insertability . 

Still another object of the present invention is to 
provide an elongated self-expanding stent which has a 
substantially uniform capability along its length to adapt to 
25 curves in the vascular system where the stent is implanted. 

Another object of the present invention is to provide a 
stent which has improved stability in maintaining its 
position within the patient. 

Finally, it is an object of the present invention to 
30 provide an improved self-expanding stent. 

Related objects and advantages of the present invention 
will be apparent from the following description. 
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BRIEF DESCRIPTION OF THE DRAWINGS 
FIG. 1 is a plan view showing a wire bent into an elongated 

i 

zigzag pattern. 

FIG. 2 is an enlarged view of one end of the zigzag pattern 
5 of FIG. 1. 

FIG. 3 is a side elevation of the preferred embodiment of 
the present invention in its expanded state. 

FIG. 4 is an end view of the stent of FIG. 3. 

FIG. 5 is a side elevation of the preferred embodiment of 
10 the present invention in its compressed state. 

FIG. 6 is an enlarged view of a portion stent of FIG. 3. 

FIG. 7 is a side elevation of another embodiment of the 
present invention in its expanded shape. 
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DESCRIPTION OF THE PREFERRED EMBODIMENT 

For the purposes of promobing an understanding of the 
principles of the invention, reference will now be made to 
the embodiment illustrated in the drawings and specific 
5 language will be used to describe the same. It will 

nevertheless be understood that no limitation of the scope of 
the invention is thereby intended, such alterations and 
further modifications in the illustrated device, and such 
further applications of the principles of the invention as 
10 illustrated therein being contemplated as would normally 
occur to one skilled in the art to which the invention 
relates. 

Referring now more particularly to the drawings, there is 
illustrated in FIG. 1 a midpoint in the construction of the 

15 stent which comprises the preferred embodiment of the present 
invention. FIG. 1 shows a wire bent into an elongated zigzag 
pattern 5 having a plurality of substantially straight wire 
sections 9-15 of various lengths separated by a plurality of 
bends 8. The wire has first and second ends designated as 6 

20 and 7, respectively. Zigzag pattern 5 is preferably formed 
from a single strand of stainless steel wire having a 
diameter in the range of 0.005 to 0.025 inch. 

FIG. 3 shows a completed stent 30 according to the 
preferred embodiment of the present invention. The 

25 construction of the stent is completed by helically winding 
elongated zigzag pattern 5 about a central axis 31. Zigzag 
pattern 5 is wound in such a way that a majority of the bends 
8 are distributed in a helix along the length of the stent 
30. There are preferably about twelve interconnected bends 

30 in each revolution of the helix, or six adjacent bends of the 
zigzag pattern in each revolution. The construction of stent 
30 is completed by interconnecting adjacent bends of the 
helix with a filament 32, preferably a nylon monofilament 
suture. Filament 32 acts as a limit means to prevent the 
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stent from further radial expansion beyond the tubular shape 
shown in Figs. 3 and 4. The tubular shape has a central axis 
31, a first end 33 and a second end 35. Each end of stent 30 
is defined by a plurality of end bends 36, which are 
5 themselves interconnected with a filament 34. Other 

embodiments of the present invention are contemplated in 
which the end bends 36 are left unconnected in the finished 
stent. FIG. 4 shows an end view of stent 30 further 
revealing its tubular shape. FIG. 5 shows stent 30 of FIG. 3 
10 when radially compressed about central axis 31 such that the 
straight wire sections and the bends are tightly packed 

around central axis 31. 

Referring back to FIG . 1, the zigzag pattern is made up 
of straight wire sections having various lengths which are 

15 distributed in a certain pattern to better facilitate the 
helical structure of the final stent construction. For 
instance, in one embodiment, end wire sections 9 could be 
made to a length of 9 mm followed by two wire sections 11 
each being 11 mm in length. Wire sections 11 are followed by 

20 two 13 mm wire sections 13, which are in turn followed by two 
wire sections 15 having a length of 15 mm. Sections 15 are 
followed by a single wire section 17 having a length of 17 
mm. These gradually increasing wire sections at either end 
of the zigzag pattern enable the final stent to have well 

25 defined square ends. In other words, the gradually 

increasing length wire sections on either end of the zigzag 
pattern enable the final stent to have a tubular shape in 
which the ends of the tube are substantially perpendicular to 
the central axis of the stent. Following wire section 17, 

30 there are a plurality of alternating length sections 13 and 
15. Short sections 13 being 13 ram in length and long 
sections 15 being 15 mm in length. This alternating sequence 
is continued for whatever distance is desired to correspond 
to the desired length of the final stent. The difference in 

35 length between the short sections 13 and long sections 15 is 



WO 93/13825 PCT/US93/00355 



-7- 



primarily dependent upon the desired slope of the helix (see 
13 in FIG. 6) and the desired number of bends in each 
revolution of the helix. 

Another important aspect of the present invention is 
5 illustrated in FIG. 6, which is an enlarged view of a portion 
of the stent shown in FIG. 3. The body of stent 3 0 includes 
a series of alternating short and long sections, 13 and 15 
respectively. A bend 8 connects each pair of short and long 
sections 13 and 15. Each bend 8 defines an angle 2a which 
10 can be bisected by a bisector 40. These short and long 
sections are arranged in such a way that bisector 40 is 
parallel to the central axis 31 of the stent. This allows 
the stent to be radially compressed without unnecessary 
distortion. 

15 FIG. 2 shows an enlarged view of one end of the zigzag 

pattern. End 6 of the wire is bent to form a closed eye 
portion 20. Eye 20 is preferably kept closed by the 
application of the small amount of solder to the end 6 of the 
wire after it has been bent into a small loop. Each of the 

20 bends 8 of the zigzag pattern are bent to include a small eye 
portion designated as 21 and 23 in FIG. 2, respectively. Eye 
21 includes a small amount of solder 22 which renders eye 21 
closed. Eye 23 includes no solder and is left open. In the 
preferred embodiment, all the end bends 36 shown in FIG. 3 

25 are formed and soldered similar to closed eye 2.1 so that the 
filament which is tied to each eye is less likely to escape. 
The bends 8 which define the helix can be either in the form 
of a closed eye, as in eye 21, or open as in eye 23. 
FIG. 7 shows another embodiment of the present 

30 invention. Stent 50 is similar to stent 30 discussed 
previously except in this case, end bends 56 are not 
interconnected to one another. Stent 50 is also different in 
the way that the respective ends of the wire are connected to 
the remainder of the stent. In the case of stent 50, the end 

35 sections 59 are soldered to an adjacent elongated section 
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60 . On the other hand, ends 6 of stent 30 shown in FIG. 3 
are tied into the helix between two adjacent bends 8 of the 
helix. It is to be understood that the means employed for 
connecting the ends of the wire into the finished stent can 
5 be varied without departing from the intended scope of the 
present invention. What is important is that the end 
sections of the wire be secured to the stent in such a way 
that they are not left to dangle freely so as to interfere 
with the stents expansion or present a risk of unnecessary 

10 trauma to the vascular wall of the patient. 

Because of the helical pattern of the present invention, 
the bends of the stent are distributed along its length 
rather than being concentrated at certain locations along the 
length of the stent. Thus the spiral stent is able to define 

15 a smaller compressed shape than either conventional zigzag 
stents or modified zigzag stents in which the bends are all 
located at a single location along the length of the stent. 
It is also believed that the helical pattern allows the 
elongated stent to more uniformly accommodate curves in the 

20 vascular system of a patient. The helical structure also 
produces a more uniform radial expansile force along the 
length of the stent. Finally, the spiral stents of the 
present invention are more reliable in maintaining their 
position within a patient. 

25 One variation of the present invention might include a 

flexible sleeve attached to the outer or inner surface of the 
stent such that an elongated stent could be used to repair an 
aneurysm. In this use, the end portions of the sleeved stent 
would contact the wall of the vessel, and the body of tha 

30 sleeved stent would span the aneurysm. The sleeve could be 
made from nylon, plastic or any other biocompatible 
material. If the sleeve were made of plastic, the stent 
could be attached to the sleeve by embedding the stent in the 
plastic. If mad of nylon, the sleeve could be attached to 

35 the stent by a plurality of stitches. It is to be understood 
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that the means for attaching the stent to the sleeve could be 
varied depending upon the sleeve material/ and other factors, 
without diverging from the intended scope of the present 
invention. Furthermore, the sleeve itself could be used as 
5 the means for interconnecting adjacent bends of the helix. 

Another variation of the present invention contemplates 
varying the lengths of the wire sections in the zigzag 
pattern. For instance, shortening the longest section and 
lengthening the shortest sections could be employed to even 

10 out the forces near the ends of the stent as well as to make 
square ends. Another variation would be to arrange the 
zigzag pattern in such a way that the tubular shape defined 
by the stent has a diameter that varies along the length of 
the stent. In other words, a stent could be made hour-glass 

15 in shape, or have a steadily tapered inner diameter, or even 
a combination of the two. This could be accomplished by 
varying along the lenqth of the stent the number of bends in 
each revolution of the helix. In these variations, the 
helical pattern would be maintained but would be irregularly 

20 shaped along the length of the stent. Still another 

variation would be to vary the lengths of the wire sections 
within the body of the stent to create curves or to vary the 
expansile force along the length of the stent. 

While the invention has been illustrated and described in 

25 detail in the drawings and foregoing description, the same is 
to be considered as illustrative and not restrictive in 
character, it being understood that only the preferred 
embodiment has been shown and described and that all changes 
and modifications that come within the spirit of the 

30 invention are desired to be protected. 
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We claim: 

1. A self-expanding stent comprising: 

a wire bent into an elongated zigzag pattern having a 
plurality of substantially straight wire sections separating 

5 a plurality of bends; 

said zigzag pattern being helically wound about a central 
axis to define a tubular shape such that a majority of said 
plurality of bends are disposed in a helix; 

means for interconnecting adjacent bends of said helix; 

10 and 

said stent having a radially compressed state such that 
said straight wire sections and said bends are tightly packed 
around said central axis, whereby said stent resiliently 
self-expands to assume said tubular shape when released from 
15 said compressed state, 

2. The self -expanding stent of claim i wherein said 
means for interconnecting is a filament, said filament 
preventing said stent from expanding beyond a tubular shape 
of predetermined size, 

2o 3. The self -expanding stent of claim 2 wherein said 

stent has two ends, each said end being defined by a 
plurality of end bends, adjacent said end bends being 
interconnected by a filament. 

4. The self-expanding stent of claim 3 wherein each of 
25 said plurality of bends is bent to include an eye portion, 

said filament being tied to each said eye portion. 

5. The self-expanding stent of claim 4 wherein at least 
two of said eye portions are closed. 



6. The self -expanding stent oE claim 5 wherein said wire 
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has firs I and second ends each formed into defining a closed 
eye portion, said first and second ends being disposed in 
said helix and interconnected to two adjacent said bends in 
said helix, 

5 7. The self-expanding stent of claim 2 wherein said wire 

has first and second ends, each being soldered to a different 
one of said plurality of straight wire sections. 

8. The self-expanding stent of claim 1 wherein said 
tubular shape defines a length and a diameter that varies 

10 along said length, 

9. The self expanding stent of claim 1 further 
comprising a flexible sleeve open at both ends and attached 
to said stent, said flexible sleeve being supported by said 
stent . 

15 10. The self expanding stent of claim 1 wherein each of 

said bends disposed in said helix defines angle, and a 
bisector of each said angle is substantially parallel to said 
central axis. 



WO 93/13825 



PCT/US93/00355 



1/3 




SUBSTITUTE SHEET 



WO 93/13825 



PCT/US93/00355 




SUBSTITUTE SHEET 



WO 93/13825 



PCT/US93/00355 




SUBSTITUTE SHEET 



INTERNATIONAL SEARCH REPORT 



International application No. 
PCT/US93/00355 



A. CLASSIFICATION OF SUBJECT MATTER 
IPC(5) :A61M 29/00; A61F 2/06 

US CL :623/l,12; 606/191,194,198 
According to International Patent Classification (IPC) or to both national classification and IPC 

B. FIELDS SEARCHED 

Minimum documentation searched (classification system followed by classification symbols) 
U.S. : 604/96 623/11 

Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the international search (name of data base and, where practicable, search terms used) 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category 1 



Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



US.A, 5,035,706 (GIANTURCO ET AL) 
30 JULY 1991 

See figures 3,5,6,7a-b,8,9 and 10 a-c; 

See column 2, lines 26-66 and column 3, line 58-68 

US.A, 4,580,568 (GIANTURCO) 
08 APRIL 1986 

See figures 1,4,5,6,7,8 and column 1, line 54-column 2, line 58 

EP.A, 0,423,916 (COOK Incorporated) 
24 APRIL 1991 ? 

See figures 3,5,6,7a-b,8-9 and lOa-c; 
See column 2, line 42-column 4, line 49 



1-10 



1,2,3,7,8,9,10 



1-10 



| | Further documents are listed in the continuation of Box C. | | See patent family annex. 



* Special categories of cited documents: 

- "A" document defining the general state of the art which m not considered 

to be part of particular relevance 

"E" earlier document published on or after the international filing date 

"L # document which may throw doubts on priority claim(8) or which is 

cited to establish the publication date of another citation or other 
special reason (as specified) 

*0* document referring to on oral disclosure, use, exhibition or other 

* P* document published prior to the international filing date but later than 
the priority date claimed 



'X' 



later document published after the international filing date or priority 
date and not in conflict with the application but cited to understand the 
principle or theory underlying the invention 

document of particular relevance; the claimed invention cannot be 
considered novel or cannot be considered to involve an inventive step 
when the document is taken alone 

document of particular relevance; the claimed invention cannot be 
considered to involve an inventive step when the document U 
combined with one or more other such documents, such combtnaiion 
being obvious to ■ person skilled in the art 

document member of tho bqtob putcnX futility 



Date of the actual completion of the international search 



09 MARCH 1993 



Name and mailing address of the ISA/US 
Commissioner of Patents and Trademarks 
Box PCT 

Washington, D.C. 20231 
Facsimile No. NOT APPLICABLE 



Date of mailing of the international search report 



37 fl P R 1 ,993 



Auihorized officer fa)J(* /V^UyfU 

/S. DEBRA S. BRITTINGHAJ*SSTC3 EGOC-t-O " 
TCenhone No. (703) 30M»g BMBgtna,nL gmW 



Form PCT/ISA/210 (second shect)(July 1992)* 



